
Siemens Medical Solutions USA, Inc. Ebisu Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

~AAR~ ~I4 510(K) SUMMARY

Ebisu Diagnostic Ultrasound system

This summary of safety and effectiveness is provided as part of this Premarket Notification in compliance
with the Safe Medical Device Act of 1990 revisions to 21 CFR, Part 807.92, Content and Format of a
510(k) Summary.

1. Submitted By:
Siemens Medical Solutions USA, Inc., Ultrasound Division
2201 0 S.E. 51 st Street
Issaquah, WA 98029

Contact Person:
Patrick J Lynch
Regulatory Affairs

Phone: (425) 557-1825
FAX: (425) 391-9198

Date Prepared:
January 28, 2004

2. Proprietary Name:
Ebisu Ultrasound System

Common/ Usual Name:
Diagnostic Ultrasound -Systemn with Accessories

Classification Name:
21 CFR 892.1550
Ultrasonic Pulsed Doppler Imaging System FIR # 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX

3. Predicate Device:
K020353, 02/13/2002, cleared as Omnia X/XS, marketed as SONOLINE G50 & G60 S Diagnostic
Ultrasound Systems
K9461 79, 10/03/1 995, cleared as Prima, and marketed as SONOLINE Adara Diagnostic
Ultrasound System

4. Device Description:
The Ebisu is a general purpose, mobile, software-controlled, diagnostic Ultrasound system with
an on-screen display fo - thermal and mechanical indices related to potential bioeffect
mechanisms. Its function is to acquire primary or secondary harmonic uwtrasound echo data and
display it in: B-Mode, M-Mode, a combination of modes, 3D imaging or Harmonic Imaging on a
CRT display.

The Ebisu, has been d&Signed to meet the following product safety standards:

• UL 2601 -1, Safety Requirements for Medical Equipment
* CSA C22.2 No. 601 -1, Safety Requirements for Medical Equipment
* AIUM/NEMA, 1998. Standard for Real Time Display of Thermal and Mechanical Acoustic

Output Indices on Diagnostic Ultrasound Equipment
* AIUM/NEMA UD-2, 1998 Acoustic Output Measurement Standard for Diagnostic Ultrasound
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Siemens Medical Solutions USA, Inc. Ebisu Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

93/42/EEC Medical Devices Directive

Safety and EMC Requirements for Medical Equipment

· EN 60601-1
· EN 60601-1-1
· EN 60601-1-2
IEC 1157 Declaration of Acoustic Power
ISO 10993 Biocompatibility

5. Intended Uses:
The Ebisu ultrasound imaging system is intended for the following applications: General

Radiology, Abdominal, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic, Neonatal/Adult

Cephalic, Urology, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral

Vascular applications.

The system also provides for the measurement of anatomical structures and for analysis

packages that provide information that is used for clinical diagnosis purposes.

6. Technological Comparison to Predicate Device:
The Ebisu is substantially equivalent to the SONOLINE Adara, cleared via K946179, the

SONOLINE G50/G60 S. cleared via K020353, and some features of the GE LOGIQ 500, cleared

via K991611. All systems transmit ultrasonic energy into patients, then perform post processing of

received echoes to generate on-screen display of anatomic structures and fluid flow within the

body. All systems allow for specialized measurements of structures and flow, and calculations.

End of 510(k) Summary
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DEPARTMENT OF HEALTH & H[UMA SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

TtAAR - 9 Z~~~~tl4 Rockville MD 20850

Siemens Medical Solutions USA, Inc.
Ultrasound Group
%/ Mr. Mark Job
Responsible Third Party
Regulatory Technology Services LLC
1394 2 5th Street NW
BUFFALO MN 55313

Re: K040502
Trade Name: SONOLINE Ebisu Diagnostic Ultrasound System
Regulation Number: 21 (CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: II
Product Code: 90 IYO ar~d ITX
Dated: February 24, 2004
Received: February 27, 2004

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Coslnetic Act (Act). You may, therefore, market the device, subject to

the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for

use with the SONOLINE Ebisu Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

C5-2 Convex Array Transducer
L 10.5 Linear Array Transducer

EV9-4 Convex Array Transducer
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7.5L75S Linear Array Transducer
EC9-4 Convex Array Endocavity Transducer

C4-2 Convex Array Transducer
C8-5 Convex Array Transducer

BE9-4 Biplane Endocavity Transducer
C6F3 Convex Array Mechanically Driven, 3D Transducer

EV8F5 Mechanical Sector Endovaginal 3D Transducer
3.5C40S Convex Array Transducer
5.0C40S Convex Array Transducer

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center's September 30, 1997 "Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer's 510(k) number. It should be clearly and
prominently marked "ADD-TO-FILE" and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801, please
contact the Office of Compliance at (301) 594-4591. Additionally, for questions on the
promotion and advertising of your device, please contact the Office of Cornpliance at (301) 594-
4639. Also, please note the regulation entitled, "Misbranding by reference to premarket
notification" (21 CFR Part 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597 or at its Internet address
"http://www.fda.gov/cdrh/dsmamain.html".

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at
(301) 594-1212.

Sincerely yours,

Nancy- yC. rogdon ~ "

on
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



SONOLINE GSo(GG6 S Diagnostic Ultrasound Sysum
Siemens Medical Solutions USA, Inc, 510(U Su tm

Ultrasound Division 5~~~~~~~~~~~~~~10(k) SubmissionUltrasounld Division

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known);

Device Name: SONOLINE Ebisu Diagnostic Ultrasound Systems

Intended Use: Diagnostic Imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color Combined Other
A MI PWD CWD DColor Ampler elocity (specify) (Specify)Clinical Application PW (S~Dpplr ople /ag)Imaging

Ophthalmic -

Fetal ___ _ _ ___ __ ___ __p BM Note 2,3

Abdominal PMP -m Note 2,3
Intreoperative P P aM Note 3

Intraoperative p P
Neurological _ - BM Note 3
Pediatric P _ -N-

Small Organ 'p BM Note 2,3
(Note 1)
Neonatal Cephalic P - BM Note 3
Adult Cephalic P P -BM Note 2

Cardiac P P -M Note2
Transesophagoal __ P P a m Note 2,3
Transrectal P P BM Note 2,3

Transvaginal ___ P P BM Note 2,3

Transurethral
IntravascularP- -SM Nt2,
Peripheral vessel ____BM Note 2,3
Laparoscopic p'P- BM Note 3

Musculo-skelotal P P BM Note 2,3
Conventional -

Musculo-skeletal p P BM Note 2,3
Superficial
Other (specify

N = new indication: P previously cleared by FDA with K020353; E = added under Appendix E

Note 1 For example; breast, testos, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic. Imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescriplion Use (Per 21 CFR 801.109)

~~ ai
(Division Sign-bff) / '
Division of Reproductve, Abdominal,

November 24, 2003 and Radiological Devices 2
510(k) Number_ _ _ _ _ _



Siemens Medical Solutions USA, Inc. SONOLINE G50/GGO S Diagnostic Ultrasound System
Ultrasound Division 510(k) SubmIssion

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known)-.

Device Name: C5-2 Convex Array Transducer for use with:
S0PIOLINE Eblsu Diagnostic Ultrasound Systemns

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

- -in -- -___ ~~Mode of Operation _

Clinical ApliatonColor Amplitude Color CombIned Other
A M h P CWD Doppler Doppler veoiy(Specify) (specify)

I = -mqn

Ophthalmic I
Fetal ____ Sm Note 2,3
Abdominal - P a' - m Note 2,3
lntraoperative
AbdomInal _________

Intraoperative
NeurologIcal - P F M Nt ,

Small Organ - - -

Neonatal Gephalic__ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _

Adult Cephalic ____

Cardiac__ _ _ _ _ _ _ _ _

Trans-esophageal __

Transrecial__ _ _ __ _ _ _ _ _ _ _ _

TranevaginaI _ _ _ _- __ _ _ _ _ _ _

Transurethral _ _ _ _ _ _ _ _ _

intravascular _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral vessel __ P F' - M- Note 2,3
Lapavvscopic I____
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial__ _ _ __ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _

Other (SpecIfy) - ___

N now indication; P prevIously cliaredl by FDA with Kozo353; E =added under Appendix E
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 30 Imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 8 For example: abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE D0 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office cf Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.1I09)

(Division Sign-M if)
Division of Reproductive , Abdominal,

Novembar 24. 2003 ~~and Radiological Devices3
Novem er 24 2003510(k) N um ber _ _ _ _ _ __ _ _ _ _ __ _ _ _ _



Siemens medical Solutions USA, Inc. SONOUNE G501060 S DiagnostIc Ultrasound System
Ultrasound Diviolon 510(k) Submission

Diagnostic Ultrasound Indications far Use Form

51 0(k) Number (if known)

Device Name: L_1.!; Linear Array Transducer for use with.
SONOLINE Ebisu Diagnostic Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

Clinical Application Color Ampliltude Color Combined Other
A - -- -W CWD Doppler Doppler Velocity' (Specify) (Specify)

Ophthalmic- - - --

Fetal__ _ _ ___ _ _ _ _ _ _ _ _

AbdominalI P P I___ I_ _____ ____ M Note 2,3
lntraoperative
Abdominal__ _ _ _ _ _ _ _ _ _ _ _

Intritoperative
Neurological - P - -BM- Nt2.
Pediatric ________ Note_2_3

Small Organ W jF - BM Note 2,3
Neonatal Caphalic N N - M __ Note 2.3
Adult Cephalic- - - -_ _ _ __ _ _ _ -

Cardiac
Trans-esophageal __ - - -____

TransrectalI
Transvagin l _ _ - - - - _ _ _ _ _ _ _ -

Transurethral__ _ _ ___ _ _ _ _ _ _ _ _

Intravascular__ _ _ _ __ _ _ _ __ _ _ _ __ _ _ __ _ _ _ _ _ _ _ _

Peripheral vessel ___ I - BM Note 2.3
Laparoscopic__ _ _ _ __ _ _ ___ _ _ __ _ _ _ _ _ _ _ _

Musculo-skeletal P, SM Nt .
Conventional_________ M Ne23
Musculo-skeletal P BM Note 2,3
Superficial_____
Other (specify) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N z now indication; P =previously cleared by FDA with K020353; E added under Appendix E

Note 1 For example. breast, testet, thyroid, penis. prostate, stc.
Note 2 Ensemble tis-sue harmonic Imaging
Note 3 30 imaging
Note 4 B&W SieScape panoramnic imaging
Note 5 Power SleScape panoramic imaging
Note 6 For example; abdomInal, vamscular
Note 7 Contrast agent imagIng

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-~ f
D~isop f Rerodctiv Abdominal,

November 24, 2003 CU(K) N Umr~TtieI -\-V 4



Siemens Medical Solutions USA, Inc, SONOLINE G50/060 S Diagnostic Ultrasound System

Ultrasound Division 510(k) Submission

Diaglnostic Ultrasound Indications for Use Form

510(k) Number (it known);

Device Name: EV9-4 Convex Array Transducer for use with:
SONOLINE Ebisu Diagnostic Ultrasound Systems

Intended Use: Diag nostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Crinical Application Color Amplitude Co mbined Other
A B CoPWor Am u Velocity fm e o

Doppler Doppler (Specify) (Specify)PWD CWD Doppler Doppler Imaging

Ophthalmic
Fetal -- - -_p p BM Note 3

Abdominal
Intraoperative
Abdominal
Intraoperatlve
Neuroloical
Pediatric
Small Organ
(Note 1)
Neonatal Cephalic __
Adult Cephalic
Cardiac
Transesophageal
Transrectal p p' -I -M Note 3
Transvaginal P P am Note 3
Transurethral
Intravascular_
Peripheral vessel
ILsparoscoplc - ,.
Musculo-skeletal
Conventional I
Musculo-skeletal
Superficial
Other (speci-f-)

N -new indication; P = previously cleared by FDA with K020353; E . added under Appendix E

Note 1 For example: breast, teste;s, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic Imaging
Note 5 Power SieScape panoram c imaging
Note 6 For example; abdominal, voascular
Note 7 Contrast agent Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sig
Division of Reprodu tive, Abdominal,
and Radiological Devices

November 24, 2003 510(O) Number___________________



Siemmens Medical Solutions USA, Inc. GONOLINE G50IGOO S Diagnostic Ultresound System
Ultrasound Division 510(k) Submissio

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (it known):

Device Name: 7,5L!r5S Linear Array Transducer for Use with:
SONOLINE Ebisu Diagnostic Ultrasound Systems

intended Use: Diagn~ostic imaging or fluid flow analysis of the human body as follows:

Modea of Operation _ _ _ _ _ _ _ _ _ _

Clinical Application Color Am -td Colo Combined Ote
A B VI PWD _CW Doppler Doppler ielocina (spcify) (Specify)

Ophthalmic- - -____

Fetal
Abdominal - PT Note 3
Intraoperative
Abdominal - -- -____

Intraoperatlve
Nourological -- - ___ ___- -Nt3

Small Organ p P Note 3

Neonatal Cephallc ___________

Adult Cephalic - -

Cardiac
Transesophageal __ - - --

Transrectal - -

Transvaginal __ - - - --

Transurethral _ __ _ _ _ _ _ _ _ _ _ _ _ _

Intravascular
Peripheral vessel __ T P- Note 3
Laparoseoplc __ - - ____-

Musculo-skeletal P P Note 3
Conventional I_
Musculo-skeletal P P Note 3
Superficial ---- - -

Other (specify)l _

N = new indication: P previously cleared by FDA with K140178: E =added under Appendix E

Note 1 For example: breast, testeis, thyroid, penis, prostate, etc.
Note 2 Enrsemble tissue harmonic imaging
Note 3 3D imaglng
Note 4 B&W SieScape panoramIc Imaging
Note 5 Power Slescape panoramic Imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Cencurrence of CORH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFA 601.1 09)

(Division, Sign-Off
Division of Reprod Tctive, Abdominal,

November 24, 2003 and Radiological Devices 1/I 2- 1. 6
510(k) Number ____ ___________CC)_2 _



Siemeons Medical Solutions USA, Inc, SONOLINE G50/G5O S Diagnostic Ultrasound System
Ultrasound Division 51O0k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (it known):

Device Name, ECS94 Convex Array Endocavity Transducer for use with:
SONCOLINE Ebisu Diagnostic Ultrasound Systems

Intended Use: Diagn~ostic imaging or fluid flow analysis of the human bcidy as follows:

Mode of Operation

Clinical Application - =--Color [Amplitude Color Combined 1 Other
A B Vl PWD CWD Dope Dope Velocity (Spel) Sef)

Dopplr Dopleri magina ~ y Seiy
Ophthalmic -- _ _ _ __ _ _ _

Fetal F,_ ___ __ _ __ __ _ _ Note 3

Abdominal
lntraoperalive
AbdominalI
lntraoperatlve
N eurotogical__ _ _ _ __ _ _ _ __ _ _ ___ _ _ _ _ _ _ _ _

Pediatric_____
Small Organ
(N ote 1)- - -- _ _ _ _ _ _ _ _ _ _ _ -

AdtCephelic
Cardiac _ _ _ _ _ _ _ _ _

Transrectal P P - - -BM_ Note 3
Transvaginal - P P -BM Note 3
Transurothral
Intravascular ___ - - - - ___ -

Peripheral vessel __ - - __ ____-

Laparosoopic __ - -

Musculo-skeletal
Conventional ______

Musculo-skeletal
SUperticial --

Other Ispecify) _ __ _ _ _ _ _ _ _ _ _ _ _

N =new IndIcation; P previously dleared by FDA with K020353: E added under Appendix E

Note I For example: breast. teste.3, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoram c Imaging
Note 6 For example: abdominal, v.ascular
Note 7 Contrast agent imaging

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division SigI4-off)
Division of Reproductive, Abdominal,

November 24, 2003 and Radiological Devices 4JPiIt- z'
November 24, 2003 ~~~~~~51 0(k) Number 7________________



Siemens Medical Solutions USA, Inc. SONOLINE 1150/GSO0 S Diagnostic Ultrasound System
U.11tasound Division 510(k) Submission

Diag;nostic Ultrasound Indications for Use Form

51 0(k) Number (If known):

Device Name: C4-2 Convex Array Transducer for use with:
SONOLINE Ebisu Diagnostic Ultrasound Systemr.

Intended Use: Diag nostic Imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical ApplicatIon 11Clr Aliue Color Cmie te
A 8 M PWD CWD Coo mltd Velocity Umle te

A BU1 _____ J ~~~Doppler Doppler Imgn (Spec~fy) (specify)

Ophthalmic - -

Fetal __ __ __ ___am_ _

Abdominal P P G____ M Note 2,3
Intranperative
Abdominal
IntraoperatIve
Neurological - -____

Pediatric ___ __ __ _ _ _ _ _ _ __ _ _ _ __M __ _ _ _ _ _ _

Small Organ
(Note 1) - _

Neonatal Cephallc __-________

Adukt Cephalic __ _ * P __ _ _ _ _ __ _ _ _ _ __ _ _ _ _ _ Note 2,3
Cardiac P P __ _____ BM Note 2,3
Transesophageal ___- - -____

Transrectal__ _ _ __ _ _ _ _ _ _ _ _

Transvaginal __

Transurethrail __

Intravascular__ _ _ _ __ _ _ _ _ _ _ _ _

Peripheral vessel __ - - --

Laparoscopic I - - --

Musculo-skeleial
Conventional__ __ _ __ _ _ _ __ _ _ ___ _ _ _ _ _ _ _ _

Musculo-skeletal
Supe local - - -

Other (speci_ _ __ _ _ _ _ _ __ y__ _ __ _ _

N = new indication; P previously cleared by FDA with K9E2142: E =added under Appendix E

Note 1 For example: breast. testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdomninal, vascular
Note 7 Contrast agent Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDR1H. Offie of Device Evaluation (ODE)

Prescription Use (Per 21 CFA 801.1 09)

Division of Reproduidtve, Abdominal,
and Radiological Devices

November 24, 2003 5Qk u~ /o 5 2



Siemens Medical Solutions USA, Inc. SONOLINE G5OIGGO S Diagnostic ultTavoufld System
Ultrasound DIvIeion 510(k) Submleslon

Dlagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: CS-5. Convex Array Transducer for use with.
SONIOLINE Ebisu Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation ______ ________

Clinical Appflcatlon A B M PDCD Color Amplitucde IVColo Combined [ Other
______________ A B 1W W Doppler Doppler Vemocity (Specify) (Specify)

Ophthalmic-- _____________

Fetal _ _ _ _

Abdominal P P -a m Note 3
Intraoperative
Abdominal _ _ _ _ _ _ _ _ _ _ _ _

Intraoperative
Neurological ___-- -____

Pediatric P P BM____________ Note 3

Small Organ OmNt3
(Note i) ~ PB oe
Neonatal Cephalic ___P P - -BM Note 3
Adult Cephalic - P P- MNt3
C ardIac __ _ _ _ _ _ _ _ _ _ _ _ __ __ _ __ __ __ __ __ __

Transosophageal _______

Transrectal__ _ _ _ __ _ _ ___ _ _ _ _ _ _ _ _

Transav ginal _ _ - - -_ _ _ _ _ _ _ _ _

Tranuaurthrai _ _ _ _ _ _ _ _ _ _

Intravascular _ _ _ _ _ _ _ _ _

Peripheral vessel __

Laparoscopic__ _ -- _ _ _ _ _ _ _ -

Mucculo-skeletal P P am Note 3
Conventional____ _ _ _ _ _ _ _ _

Musculo-skeletal p P SMNote 3

Ohr(,peclly)- - _ -- -

N = new indication;, P previously Cleared by FDA with K0203S3; E =added under Appendix E

Note I Far example: breast, testes, thyroid. penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D Imaging
Note 4 B&W SbeScaps panoramic imaging
Note 5 Power SleScape panoramic imaging
Note 6 For example: abdominal, %pascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WIRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE: IF NEEDED)
Co~ncurrence of CDRHK Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Divis~ion of Reproductive, Abdominal,
ar; Radoinogical Devices [t

November 24, 2003 5 ~k e



Siemens Medical Solutions USA, Inc. SONOLINE GSOWGO0 S IDiagnostic Ultrasouind Systemn

Ultrasound Division 510(k) Submislitir

DiagnostiC Ultrasound Indications for Use Farm

51 0(k) Number (if known):

Device Name: BE9-4 Biplane Endocavity Transducer bor use with:
SONOLINE Eb~zu Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Clinical Application Color Amplitude Co~lor Combined Other

Ophthailmic - - -

Fetal ___ N___Noe

Abdominal ____

Intraoperative
Abdominal ____

Intraoperative
Neurologcl- -

Pediatric ____

Small Organ
(Note 1) - - -

Neonatal Cephallc __

Adult Cephafiic _ _ 
_ _ _ _ _ _ _

Cardac__ _ _ _ _ _ _ _

Transesophageali __- - -

Trans rectal N FBM Noe_

Tranavaginal N PIJ -L BM Noe_

Transurethral_____

Intravascular_ _ _ _ __ _ _ _ _

Peripheral vessel - ---

Laparoscopic - - -

Muaculo- skeletal
Conventional ____

Musculo-skeletal - -

Superficial - - -

Othe (specily) __ =---___

N =new indication, P =previously cleared by FDA with K040060; E added under Appendix E

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Ncte 2 Ensemble tissue harmonlc Imaging
Note 3 3D imaging
Note 4 B&W SiaScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductie, Abdominal,
and Radiological Devices

November 24, 2003 51 0(k) Number 10



Siemns ediil SlutonsUSA, Inc. SONOLINE Gs0/GaO S Diagnostic Ultagound System
Siemens Medical Solutions 510~~~~~~~~~~al(k) Submission

Ultrmsaund OlvleIOn~

Diagniostic Ultrasound Indications for Use Form

51 0(k) N umber (if known):

Device Name: C6F3 Convex Array Mechanically Driven, 3D Transducer I r use with:
SONCILIN E Ebisu Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operaton_________

Cliial Application B WD Color Amplitude o r Combined Other

A B N PWD CWD Doppler Doppler 12l2.it (Specify) (Specify)

Fetal ___ ____ _ 
- M Note 2,3

Abdominal P p - BM Note 2,3

Intraoperativa
AbdomInal - - -

Intraoperfttive
Neurolonical - ... 

M- Nt ,

Pediatric P F- B N-t- - -

smell Organ
(Note 1) - -

Neonatal Cephallo __c F? BM - Note 2,3

Adult Cephalic __ - - - --- 
-

CardIac -

Transesophageal __ _ - - - -
_ _ _ _ _ _ _ _

Transrectal
Transvaginal - - -

Transurethral __ 
____

Intravascular-
peripheral vessel _______

Laparoscople --
____

Musculo-skeletal
Conventional- - -

Musculo-skeletal
Superficial - - -

Other (specify)- ---
___

N= new IndIcation: P previously cl eared by FDA with K020353; E added under Appendix E

Note 1 For example: breast. teGSte, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic Imaging
Note 3 SD imaging
Note 4 B&W SleScape panoramic imagIng
Note 5 Power SleScape panoramic imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging

(PLEASE DO NOT W SITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Dmivsion fRer
Diviionof Rprouctive, Abdominal,
-r adioloqicai Devce
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Siemens Medical Solutions USA, Inc. SONOLINE G50/1050 S Diagnostic Ultrasound System
Ultrasound Divielon 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

51 0(k) Number (if known):

Device Name: EV8F5 Mechanical Sector Endovaginal 3D Transducer for use with:
SONOLINE Ebisu Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of OperatIon__ ________

Clinical Application I IColor Amplitude CoVlorit Combined Other
A 8 M PWD CWD Doppler Doppler I Imaging (-Sprcify) (Specify)

Ophthalmic-- -- - __ ____

Fetal ___ __ a__ _ _ _ _ _ _ m Note 3

Abdominal_____ -

Intraoperallve
Abdominal- -. - - -- -

lntraoperative
Neurological - - - ____-

Pediatric ____

Small Organ
(Note 1)- -

Neonatal Cephalic P P _____ M Note 3
Adult Cephalic - - -

Cardiac _ _ _ _ _ _ _ _ _

Transesophageal __-

Tranarectal ___I___am Note 3

Ttansvaginal P P _________ Bm Note 3
Transurethral
Intravascular_____
Peripheral vassal ______

Laparoscopic - - - ____-

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial- - ---

Other (specify) - -- ____

N =now indication; P prevIously cleared by FDA with K020353; E added under Appendix E

Note 1 For example: breast, testes, Lhyrold, penis, prostate, etc.
Note 2 Ensemble tissue harmonic inmaging
Note 3 30 imaging
Note 4 B&W SieScape panoramic Imaging
Note 5 Power SieScape panoramic maginig
Note 8 For example: abdominal, vaE cular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUEz ON ANOTHER PAGE IF: NEEDED)
Concurrence of CDR4H. Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801, 109)

(Pivi,iornn Sig--n-Off)
D!'"si3ofl of Re-grodt clive. Abdominal,

Ra,0-4ooat Dvices
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Siemens Medical Solutions USA, Inc. BONOLINE G50/G160 Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: 3.SC10S Convex Array Transducer for use with:
SONOLINE Ebisu Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application I f Color Aptue Color CobClr Amplitude Colr Cmbined OtherClAiniBcDolplArpVelocityiond 1IOtherA_____________ M PWD CWID Doppler D DoplrVo (specify) (Specify)

Ophthalmic

Fetal P _ BM Note 2,3
Abdominal P - BM Note 2.3
Intraoperative
Abdominal
Intraopsrative
Neurological
Pediatric P F BM Note 2,3
Small Organ
(Note 1)
Neonatal Cephalic
Adult Cephalic . . .
Cardiac
Transesophagaal
Transrectal
Transvaginal

Transurethral
Intravascular
Peripheral vessel P P - BM Note 2,3
Laparoscoplc
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial .
othr specify)

N =new indication: P =previously cle~ared by FDA with K946179; E = added under Appendix E

Note I For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 3D imaging
Note 4 B&W SieScape panoramic Imaging
Note 5 Power SicScape panoramic imaging
Note a For example; abdominal, vascular
Note 7 Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

{D[Ivisi¢,r Sig&~Off} - ,
Div'ii.on of Repro(ductive, Abdominal,

November 24. 2003 - l" Number ' L"



Siemens Medical Solutions USA, Inc. SONO LINE G5OIG6O S DiagnostiC Ultrasound Systorm
U~~~tr~~~oqjnd Division ~~~~~~~~~~~~610(k) Submussionl

DIagnostic Ultrasound indications for Use Form

510(k) Number (if known):

Device Name: 5,OC4O0S Convex Array Transducer for use with:
SONOUNE Eblsu Diagnostic Ultrasound Systems

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___

Clinical Application BColor Amplitude Coor ombined Other
IA~ B 'Dppe Doppler Veocty(specify) (Specify)

Ohthalmic- * T - -
M Ne23

Fetal - P- 
B- 

-o-e-2-

Abdominal P_ ___ 
DM Note 2,3

Intracparalive
AbdomInal- -- - -

I ntraoperative
Neurological - -

M Nt ,

Pediatric ___ -e- - -

Small Organ

NeonatlCpac___ - - - - - - -

AdtCephalic 
-

Cardiac - - -

Transarctal

TranavagInal - -- - - -

Transurethral ___-- -

Intravascular
Peripheral vessel __ P P - - - - BM Note 2,3

Laparoscopic - -

Musoulo-skeletal
Conventional ______

Musculo-skeletal
ISuperlicial - -- -- 

-

Other (speCfy __ ----

Nm=new indication: P =previously cleared by FDA with K0461791 Emadded under Appendix E

Note 1 For example: breast, testeG, thyroid, penis, prostate, etc.

Note 2 Ensemble tissue harmonic Imaging
Note 3 3D imaging
Nate 4 B&W SbeScape panoramic imaging
Note 5 Power SieScape panoramic; imaging
Note 6 For example: abdominal, vascular
Note 7 Contrast agent Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-.CONTINUE.ON ANOTHER PAGE IF NEEDFED)
CoricurrnenC of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 2`1 CFR S8i .1 09)

1D7lvisio n Sign-Offl

reis~iSon of Reproductive, Abd minal, 1

November 24,2003 
142PdOCCiCiDvcsj,'~,>Y1~
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